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5) 0 Claim(s) is/are allowed. 
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8) n Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 
Claim Objections 

1 . Claims 1,5,6, and 1 1 are objected to because of the following informalities. 
With respect to claim 1, line 11, after "top," --surface- should be inserted. With 
respect to claims 5, 6, and 1 1 : Each of these claims is dependent upon claim 4, which 
is a cancelled claim. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 14 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In line 8, "said plug" lacks antecedent basis. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

5. Claims 14 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Dent (GB2140523). With respect to claim 14, Dent discloses, at least in figures 9 and 
14-16, a plug closure including a closure (14A) having at least a pair of bores (20) each 
positioned in spaced relationship to both an axis of the closure and to a periphery of the 
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closure, the bores being in parallel to the axis and being accessible from a top of the 
closure; and a break-off head (14B) attached to the top of the closure and breakable 
therefrom upon application of a preselected torque to the break-off head, the break-off 
head being free of bores providing axial access the bores, and the bores being 
positioned so as to be inaccessible by a removal tool until the break-off head is broken 
from the closure. With respect to claim 15, Dent discloses a closure including a closure 
body (14B) that is cylindrical with a radially outward surface that has a thread thereon 
(at 12), where the body has a pair of spaced bores (20) that are spaced radially outward 
from the axis of rotation, are generally parallel to the axis of rotation, and intersect with 
an upper surface of the body (at 18). Note: The introductory statements of intended 
use (e.g., "for use with an open-headed medical implant having a pair of spaced and 
interiorly threaded arms") have been carefully considered but deemed not to impose 
any structural limitations on the claims patentably distinguishable over Dent's device, 
which is capable of being used as claimed if one desires to do so. 

Claim Rejections - 35 USC § 103 
6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claims 1-3, 5, 6, and 13 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Schlider (EP0276153) in view of Grunbichler (5,713,705), and further 

in view of Johnson (1 ,300,275). Schilder discloses, at least in the figure and in col. 3, 

lines 22-26 and lines 57-61; the invention substantially as claimed. Schilder discloses a 

closure plug usable in an open-headed medical implant having a pair of spaced and 

interiorly threaded arms, where the plug includes a body with a radially outward surface 

with a thread thereon (at 5); top and bottom surfaces, where the top has two bores (4) 

sized and shaped to receive a tool and extending generally axially at least partially 

through the body from top to bottom thereof, where each bore is spaced from a central 

axis of the body, where the plug includes a break-off head (1) attached to the body and 

being breakable from the body at a preselected torque; the break-off head being 

positioned so as to be axially located above the body and being free of pass-through 

openings; where the body is generally cylindrical in shape, where the body includes a 

neck (2) positioned between the bores, where the break-off head has a tool-grippable 

(hexagonal) outer surface, and where the plug includes a tool having a grippable handle 

and an engagement face including a post extending parallel to an axis of rotation of the 

tool for each body bore (i.e., a "removal aid" with "two projecting pins" or a "box 

spanner" with "pins"). However, Schilder does not disclose that the break-off head is 

not axially located above at least a portion of a bore, nor does Schilder disclose that a 
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bore is spaced from and positioned between both the central axis and a periphery of the 
body. Grunbichler teaches, at least in figures 1-1 IB and in col. 3, lines 10-14 and col. 
4, line 66 to col. 5, line 8; a break-off head (3) that is positioned axially above a plug 
body, so that it axially blocks an entire top surface of the plug body. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made, in 
view of Grunbichler, to modify the break-off head, so that it is axially located above at 
least a portion of a bore (i.e., such that the break-off head axially blocks substantially an 
entire top surface of a plug body). Such a break-off head would accommodate the 
application of conventional and readily available tools for the application of torque to the 
break-off head (e.g., wrench, ratchet nut, Allen wrench, or screwdriver), where the 
choices of a tool to be applied and a break-off head would be dependent upon the size 
and configuration of the plug and the confines of a surgical site as well as the 
preferences of a surgeon. 

Moreover, Johnson teaches, at least in figure 4 and in lines 70-102; a plug with a 
bore spaced from and positioned between both the central axis and a periphery of the 
body. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made, to modify the plug of Schilder (or Schilder in view of Grunbichler), 
so that the bore is spaced from and positioned between both the central axis and a 
periphery of the body. Such a bore configuration and position would allow the plug 
body to receive an entire circumference of a pin of the tool and allow the tool to hold the 
plug during turning and removal of the plug. 
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8. Claims 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schlider 
(EP0276153) in view of Grunbichler (5,713,705) and Johnson (1,300,275), and further 
in view of Wagner (5,334,203). Schlider in view of Grunbichler and Johnson discloses 
the invention substantially as claimed, but does not disclose three spaced tool receiving 
bores being spaced 120 deg. from adjacent tool receiving bores. Wagner teaches, at 
least in figure 1 , a closure plug (38) including three spaced tool receiving bores being 
spaced 120 deg. from adjacent tool receiving bores. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made, in view of Wagner, to 
modify the device of Schlider in view of Grunbichler and Johnson, so that there are 
three spaced tool receiving bores being spaced 120 deg. from adjacent tool receiving 
bores. Such a configuration of bores (and a tool as taught by Wagner) would allow the 
tool to grip a closure plug and exert more torque for turning the plug and ease its 
installation or removal. 

9. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable Schlider in 
view of Grunbichler and Johnson, and further in view of Parker et al. (6,053,078). 
Schlider in view of Grunbichler and Johnson discloses the invention substantially as 
claimed, but does not disclose four spaced tool receiving bores as claimed. Parker et 
al. teach, at least in figure 2A and in col. 3, lines 36-46 and col. 4, lines 9-1 1; a plug (10) 
with at least four spaced tool receiving tool receiving bores as claimed, which are 
configured to receive a tool (20). It would have been obvious to one having ordinary 
skill in the art at the time the invention was made, in view of Parker et al., to modify the 
device of Schlider in view of Grunbichler and Johnson, so that there are four spaced 
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tool receiving bores as claimed. Such a configuration of bores would allow the tool to 
grip the closure plug and transfer more torque for turning the plug and ease its 
installation or removal. 

10. Claims 7, 8, 11 and 12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schlider in view of Grunbichler and Johnson, and further in view of 
Reed (6,261 ,039). Schlider in view of Grunbichler and Johnson discloses the invention 
substantially as claimed, but does not disclose that the body includes an axial extending 
bore from the bottom to near the top thereof or a threaded axial extending bore passing 
entirely through the body from a top to a bottom thereof, where the axial bore is located 
beneath the neck and is accessible from a top of the body when the break-off head 
breaks away from the body. Reed teaches, in figures 1-3, 11-13, 15, and 16, a closure 
plug body (10) including a threaded axial extending bore (1 14) from the bottom to near 
the top thereof, where the axial bore is located beneath (and through) a neck (30) and is 
accessible from a top of the body when a break-off head (20) breaks away from the 
body. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made, in view of Reed, to include a threaded axial extending bore as 
claimed in the closure plug of Schlider in view of Grunbichler and Johnson. Such a 
modification would allow the device of Schlider in view of Grunbichler and Johnson to 
be used in thread repair, where the axial bore is adapted to receive a desired threaded 
fastener. 

Schlider in view of Grunbichler and Johnson also does not disclose a threaded 
set screw sized and shaped to be received in the axial bore, where the set screw is 
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sized and shaped to extend outward from the body bottom surface when the screw is 
fully installed therein. Reed also teaches a set screw (300) to be received in the axial 
bore. It would also be obvious to one having ordinary skill in the art at the time the 
invention was made, to include a set screw in the device of Schlider in view of 
Grunbichler and Johnson, as modified by Reed. Such a screw would allow the thread 
of the axial bore to remain clean and retain its integrity during application of torque to 
the break-off head. Moreover, it would have been obvious to one having ordinary skill in 
the art to size the screw, so that it extends outward from the body bottom surface when 
the screw is fully installed therein, since such a modification would have involved a 
mere change in the size of a component. A change in size is generally recognized as 
being within the level of ordinary skill in the art. 

Response to Amendment 
11. With respect to claim objections and the rejection under 35 U.S.C. 112, 2"** 
paragraph: See the new objections and rejection above. Applicant's arguments filed on 
March 19, 2007 have been fully considered but they are not persuasive with respect to 
claim 14: As shown in the restated rejection above. Dent indeed discloses a plug 
closure as claimed. With respect to claim 15: The Applicant did not amend the claim or 
present arguments regarding the rejection of this claim, which is restated above. 
Applicant's arguments with respect to claims 1-3 and 5-13 have been fully considered, 
but are moot in view of the new grounds of rejection. 
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Conclusion 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 




Julian W. Woo 
Primary Examiner 



June 5, 2007 



